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(j) Public disclosure of safety and effectiveness 
data 

(1) Safety and effectiveness data and informa-
tion which has been submitted in support of a 
request for a new animal drug to be indexed 
under this section and which has not been pre-
viously disclosed to the public shall be made 
available to the public, upon request, unless ex-
traordinary circumstances are shown—

(A) if no work is being or will be undertaken 
to have the drug indexed in accordance with 
the request, 

(B) if the Secretary has determined that 
such drug cannot be indexed and all legal ap-
peals have been exhausted, 

(C) if the indexing of such drug is terminated 
and all legal appeals have been exhausted, or 

(D) if the Secretary has determined that 
such drug is not a new animal drug.

(2) Any request for data and information pur-
suant to paragraph (1) shall include a verified 
statement by the person making the request 
that any data or information received under 
such paragraph shall not be disclosed by such 
person to any other person—

(A) for the purpose of, or as part of a plan, 
scheme, or device for, obtaining the right to 
make, use, or market, or making, using, or 
marketing, outside the United States, the 
drug identified in the request for indexing; and 

(B) without obtaining from any person to 
whom the data and information are disclosed 
an identical verified statement, a copy of 
which is to be provided by such person to the 
Secretary, which meets the requirements of 
this paragraph. 

(k) Date of determination in the case of rec-
ommended controls under the CSA 

In the case of a request under subsection (d) to 
add a drug to the index under subsection (a) 
with respect to a drug for which the Secretary 
provides notice to the person filing the request 
that the Secretary intends to issue a scientific 
and medical evaluation and recommend controls 
under the Controlled Substances Act [21 U.S.C. 
801 et seq.], a determination to grant the request 
to add such drug to the index shall not take ef-
fect until the interim final rule controlling the 
drug is issued in accordance with section 201(j) 
of the Controlled Substances Act [21 U.S.C. 
811(j)]. 

(June 25, 1938, ch. 675, § 572, as added Pub. L. 
108–282, title I, § 102(b)(4), Aug. 2, 2004, 118 Stat. 
896; amended Pub. L. 114–89, § 2(a)(3)(C), Nov. 25, 
2015, 129 Stat. 699; Pub. L. 115–234, title III, § 302, 
Aug. 14, 2018, 132 Stat. 2436.)

Editorial Notes 

REFERENCES IN TEXT 

The National Environmental Policy Act of 1969, re-

ferred to in subsec. (c)(1)(E), is Pub. L. 91–190, Jan. 1, 

1970, 83 Stat. 852, as amended, which is classified gen-

erally to chapter 55 (§ 4321 et seq.) of Title 42, The Pub-

lic Health and Welfare. For complete classification of 

this Act to the Code, see Short Title note set out under 

section 4321 of Title 42 and Tables. 
The Federal Advisory Committee Act, referred to in 

subsec. (d)(3)(C), is Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 

770, as amended, which is set out in the Appendix to 

Title 5, Government Organization and Employees. 

The Controlled Substances Act, referred to in subsec. 

(k), is title II of Pub. L. 91–513, Oct. 27, 1970, 84 Stat. 

1242, which is classified principally to subchapter I 

(§ 801 et seq.) of chapter 13 of this title. For complete 

classification of this Act to the Code, see Short Title 

note set out under section 801 of this title and Tables. 

AMENDMENTS 

2018—Subsec. (h)(1). Pub. L. 115–234, § 302(1), amended 

par. (1) generally. Prior to amendment, par. (1) read as 

follows: ‘‘ ‘NOT APPROVED BY FDA.—Legally marketed as 

an FDA indexed product. Extra-label use is prohib-

ited.’;’’. 

Subsec. (h)(2). Pub. L. 115–234, § 302(2), substituted ‘‘or 

food-producing animals’’ for ‘‘or other animals’’. 

2015—Subsec. (k). Pub. L. 114–89 added subsec. (k).

Statutory Notes and Related Subsidiaries 

EFFECTIVE DATE OF 2018 AMENDMENT 

Pub. L. 115–234, title III, § 302, Aug. 14, 2018, 132 Stat. 

2436, provided that the amendment made by section 302 

is effective Oct. 1, 2018. 

§ 360ccc–2. Designated new animal drugs for 
minor use or minor species 

(a) Designation 

(1) The manufacturer or the sponsor of a new 
animal drug for a minor use or use in a minor 
species may request that the Secretary declare 
that drug a ‘‘designated new animal drug’’. A re-
quest for designation of a new animal drug shall 
be made before the submission of an application 
under section 360b(b) of this title or section 
360ccc of this title for the new animal drug. 

(2) The Secretary may declare a new animal 
drug a ‘‘designated new animal drug’’ if—

(A) it is intended for a minor use or use in 
a minor species; and 

(B) the same drug in the same dosage form 
for the same intended use is not approved 
under section 360b or 360ccc of this title or des-
ignated under this section at the time the re-
quest is made.

(3) Regarding the termination of a designa-
tion—

(A) the sponsor of a new animal drug shall 
notify the Secretary of any decision to dis-
continue active pursuit of approval under sec-
tion 360b or 360ccc of this title of an applica-
tion for a designated new animal drug. The 
Secretary shall terminate the designation 
upon such notification; 

(B) the Secretary may also terminate des-
ignation if the Secretary independently deter-
mines that the sponsor is not actively pur-
suing approval under section 360b or 360ccc of 
this title with due diligence; 

(C) the sponsor of an approved designated 
new animal drug shall notify the Secretary of 
any discontinuance of the manufacture of such 
new animal drug at least one year before dis-
continuance. The Secretary shall terminate 
the designation upon such notification; and 

(D) the designation shall terminate upon the 
expiration of any applicable exclusivity period 
under subsection (c).

(4) Notice respecting the designation or termi-
nation of designation of a new animal drug shall 
be made available to the public. 
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(b) Grants and contracts for development of des-
ignated new animal drugs 

(1) The Secretary may make grants to and 
enter into contracts with public and private en-
tities and individuals to assist in defraying the 
costs of qualified safety and effectiveness test-
ing expenses and manufacturing expenses in-
curred in connection with the development of 
designated new animal drugs. 

(2) For purposes of paragraph (1) of this sec-
tion—

(A) The term ‘‘qualified safety and effective-
ness testing’’ means testing—

(i) which occurs after the date such new 
animal drug is designated under this section 
and before the date on which an application 
with respect to such drug is submitted under 
section 360b of this title; and 

(ii) which is carried out under an inves-
tigational exemption under section 360b(j) of 
this title.

(B) The term ‘‘manufacturing expenses’’ 
means expenses incurred in developing proc-
esses and procedures associated with manufac-
ture of the designated new animal drug which 
occur after the new animal drug is designated 
under this section and before the date on 
which an application with respect to such new 
animal drug is submitted under section 360b or 
360ccc of this title. 

(c) Exclusivity for designated new animal drugs 

(1) Except as provided in subsection (c)(2), if 
the Secretary approves or conditionally ap-
proves an application for a designated new ani-
mal drug, the Secretary may not approve or 
conditionally approve another application sub-
mitted for such new animal drug with the same 
intended use as the designated new animal drug 
for another applicant before the expiration of 
seven years from the date of approval or condi-
tional approval of the application. 

(2) If an application filed pursuant to section 
360b of this title or section 360ccc of this title is 
approved for a designated new animal drug, the 
Secretary may, during the 7-year exclusivity pe-
riod beginning on the date of the application ap-
proval or conditional approval, approve or con-
ditionally approve another application under 
section 360b of this title or section 360ccc of this 
title for such drug for such minor use or minor 
species for another applicant if—

(A) the Secretary finds, after providing the 
holder of such an approved application notice 
and opportunity for the submission of views, 
that in the granted exclusivity period the 
holder of the approved application cannot as-
sure the availability of sufficient quantities of 
the drug to meet the needs for which the drug 
was designated; or 

(B) such holder provides written consent to 
the Secretary for the approval or conditional 
approval of other applications before the expi-
ration of such exclusivity period.

(3) For purposes of determining the 7-year pe-
riod of exclusivity under paragraph (1) for a drug 
for which the Secretary intends to issue a sci-
entific and medical evaluation and recommend 
controls under the Controlled Substances Act 
[21 U.S.C. 801 et seq.], the drug shall not be con-

sidered approved or conditionally approved until 
the date that the interim final rule controlling 
the drug is issued in accordance with section 
201(j) of the Controlled Substances Act [21 U.S.C. 
811(j)]. 

(June 25, 1938, ch. 675, § 573, as added Pub. L. 
108–282, title I, § 102(b)(4), Aug. 2, 2004, 118 Stat. 
900; amended Pub. L. 114–89, § 2(a)(4), Nov. 25, 
2015, 129 Stat. 700.)

Editorial Notes 

REFERENCES IN TEXT 

The Controlled Substances Act, referred to in subsec. 

(c)(3), is title II of Pub. L. 91–513, Oct. 27, 1970, 84 Stat. 

1242, which is classified principally to subchapter I 

(§ 801 et seq.) of chapter 13 of this title. For complete 

classification of this Act to the Code, see Short Title 

note set out under section 801 of this title and Tables. 

AMENDMENTS 

2015—Subsec. (c)(3). Pub. L. 114–89 added par. (3).

PART G—MEDICAL GASES 

§ 360ddd. Definitions 

In this part: 
(1) The term ‘‘designated medical gas’’ 

means any of the following: 
(A) Oxygen that meets the standards set 

forth in an official compendium. 
(B) Nitrogen that meets the standards set 

forth in an official compendium. 
(C) Nitrous oxide that meets the standards 

set forth in an official compendium. 
(D) Carbon dioxide that meets the stand-

ards set forth in an official compendium. 
(E) Helium that meets the standards set 

forth in an official compendium. 
(F) Carbon monoxide that meets the stand-

ards set forth in an official compendium. 
(G) Medical air that meets the standards 

set forth in an official compendium. 
(H) Any other medical gas deemed appro-

priate by the Secretary, after taking into 
account any investigational new drug appli-
cation or investigational new animal drug 
application for the same medical gas sub-
mitted in accordance with regulations appli-
cable to such applications in title 21 of the 
Code of Federal Regulations, unless any pe-
riod of exclusivity for a new drug under sec-
tion 355(c)(3)(E)(ii) of this title or section 
355(j)(5)(F)(ii) of this title, or the extension 
of any such period under section 355a of this 
title, or any period of exclusivity for a new 
animal drug under section 360b(c)(2)(F) of 
this title, applicable to such medical gas has 
not expired.

(2) The term ‘‘medical gas’’ means a drug 
that—

(A) is manufactured or stored in a lique-
fied, nonliquefied, or cryogenic state; and 

(B) is administered as a gas. 

(June 25, 1938, ch. 675, § 575, as added Pub. L. 
112–144, title XI, § 1111, July 9, 2012, 126 Stat. 1108; 
amended Pub. L. 114–255, div. A, title III, 
§ 3101(a)(2)(R), Dec. 13, 2016, 130 Stat. 1155.)
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